Message

From: Nalubola, Ritu [Ritu.Nalubola@fda.hhs.gov]

Sent: 3/20/2017 2:34:00 PM

To: McNally, Robert [Mcnally.Robert@epa.gov]

cC: Mendelsohn, Mike [Mendelschn.Mike@epa.gov]; Epstein, Laura [Laura.Epstein@fda.hhs.gov]; Flamm, Eric
[Eric.Flamm@fda.hhs.gov]

Subject: RE: Tomorrow FDA-EPA t-con

Laura has heard they will be submitting a revised EA but we haver't received it yvel.

From: McNally, Robert [mailto:Mcnally.Robert@epa.gov]
Sent: Monday, March 20, 2017 10:32 AM

To: Nalubola, Ritu

Cc: Mendelsohn, Mike; Epstein, Laura; Flamm, Eric
Subject: RE: Tomorrow FDA-EPA t-con

That looks good.

We have not heard anything from Oxitec about a potential submission since our meeting with them 2 weeks ago.
Any sense if they are submitting to you?

Thanks

Bob

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]

Sent: Monday, March 20, 2017 10:28 AM

To: McNally, Robert <Mcnally.Robert@epa.gov>

Cc: Mendelsohn, Mike <Mendelsohn.Mike@epa.gov>; Epstein, Laura <Laura.Epstein@fda.hhs.gov>; Flamm, Eric
<Eric.Flamm@fda.hhs.gov>

Subject: Tomorrow FDA-EPA t-con

Hi Bob — Here are two agenda items that we can think of to discuss at call tomorrow:

- Recap/follow-up to Oxitec mtg
- GFI 236 — public comments and revisions

Is there anything else to add?

Thanks!
Ritu

Ritu Nalubola, Ph.D.

Senior Policy Advisor

Office of Policy, Office of the Commissioner
U.S. Food and Drug Administration
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